
-more-

Press Release

Donald R. Piper, Jr. ♦ Dann, Dorfman, Herrell and Skillman, P.C.
215.563.4100 ♦ dpiper@ddhs.com

Patent Covering eCTD Awarded to 
Michael Umen & Co., Inc.

A Drug Document Production System Developed To Expedite Drug 
Submissions and Approvals

Philadelphia, PA – January 7, 2003 – Michael Umen & Co., Inc. announced today that it

has been awarded its fourth U.S. patent for a drug document production system, a

significant step towards faster drug submissions and approvals.  Both the pharmaceutical

industry and regulatory authorities agree that the Common Technical Document (CTD) is

anticipated to significantly reduce the time and resources needed to compile, review, and

approve applications for registration of human pharmaceuticals in the three major

markets of the world -- United States, Europe, and Japan.  The CTD format is already

accepted in all three regions, and beginning in July, 2003, it will be required in Europe

and Japan, and “highly recommended” in the US.  

The most recent Umen patent claims a variety of methods useful for producing NDAs,

BLAs, and related drug documents, including electronic submissions published according

to the electronic CTD (eCTD) specification.  The eCTD is an electronic interface for

industry to agency (e.g., FDA) transfer of regulatory information, including NDAs and

BLAs, in which content is organized in CTD format.  Anyone who makes, markets, uses

or sells a drug document production system covered by one of the Umen patent claims



will need to license rights from Umen or risk legal action.  Thus, the Umen patents have

significant implications for virtually every pharmaceutical company and every vendor

involved in producing drug applications or drug application preparation software,

including electronic submission publishing software.  

About Michael Umen & Co., Inc.

Michael Umen & Co., Inc., is a privately held company that has pioneered in methods for

producing drug documents for pharmaceutical companies and has contributed to

approximately 10-20% of the new drugs brought to market in the U.S. in the past two

decades.   Umen is represented in patent matters by the firm of Dann, Dorfman, Herrell

and Skillman, P.C.

For questions about the Umen patent claims, please contact Donald R. Piper, Jr. at the

above contact information.
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